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Office Action Summary 



Application No. 
09/779,389 



App)icant{s) 



McGall et al 



Examiner 

Maurie G. Baker, Ph.D. 



Art Unit 

1639 




~ The MAILING DATE of this Gommunication appears on the cover sheet with the correspondence address - 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE THREE MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Fvtwn ginng nf timfl may hn flvailflhln undRr tha provisions of 37 CFR 1 .136 ia). In no event, however, may a reply be timely filed after SIX (61 MONTHS from the 



mailing date of this communication. 

- If the period for reply specified above is less than thirty {30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply wrthin the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 ) K Responsive to communication(s) filed on Mar 1 1, 2003 

2a) □ This action is FINAL. 2b) K This action is non-final. 

3) n Since this application is in condition for allowance except for formal nnatters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11; 453 O.G. 213. 

Disposition of Claims 

4) K Claim(s) 18-27 is/are pending in the application. 



4a) Of the above, claim(s) 
5)0 Claim (s) 



6) SI Claim (s) 18-27 

?)□ Claim (s) 

8)0 Claims 



is/are withdrawn from consideration. 

is/are allowed. 

is/are rejected. 

is/are objected to. 



are subject to restriction and/or election requirement. 



Application Papers 

9)^ The specification is objected to by the Examiner. 

lOD The drawing(s) filed on is/are a) □ accepted or b)n objected to by the Examiner. 

Applicant may not request that any objection to the drawtng(s) be held in abeyance. See 37 CFR 1 .85(a). 
1 1 )□ The proposed drawing correction filed on is: ajD approved bjD disapproved by the Examiner, 

If approved, corrected drawings are required in reply to this Office action. 

12) 0 The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§ 119 and 120 

13) 0 Acknowledgement is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)n All b)n Some* c)U None of: 

1 . □ Certified copies of the priority documents have been received. 

2. □ Certified copies of the priority documents have been received in Application No. . 



3. □ Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
*See the attached detailed Office action for a list of the certified copies not received. 

14) K Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § 119(e). 
ajD The translation of the foreign language provisional application has been received. 

15) K Acknowledgement is made of a claim for domestic priority under 35 U.S.C. §§120 and/or 121. 

Attachment(s) 

1) O Notice of References Cited (PTO-8921 4) O Interview Summary (PTO-413) Paper No(s). 

2) n Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) Q Notice of Informal Patent Application (PTO-1 52) 

3) □ Information Disclosure Statennent(s) (PTO-1449) Paper No(s). 6} ^ Other: NotiCB tO Comply 



U. S. Patent and Trademark Office 

PTO-326 (Rev. 04-01 ) 



Office Action Summary 



Part of Paper No. 18 
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DETAILED ACTION 

ftease^ote~thv'xftans^e^inrtke~^ami^^ application: 

Continued Examination Under 37 CFR L114 

1 . A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.1 14, and the fee set 
forth in 37 CFR 1.17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. 

2. Applicant's Amendment (Paper No. 17) filed March 1 1, 2003 is acknowledged. 
Claims 1-13 and 15-17 were cancelled and claims 18-27 were added. Thus claims 18-27 
are pending and under examination in this action. 

Status of Rejections 

3. The previous rejections are withdrawn in view of the claim amendments (i.e. 
newly filed claims) and applicant's arguments. New rejections and objections are set 
forth below. 

Specification 

4. This application contains sequence disclosures that are encompassed by the 
definitions for nucleofide and/or amino acid sequences set forth in 37 CFR 1.821(a)(1) 
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and (a)(2). However, this application fails to comply with the requirements of 37 CFR 
1.821 through 1.825 for the reason(s) set forth on the attached Notice To Comply With 
Requirements For Patent Applications Contammg Nucleotide Sequence Anij/0r"AmiTiX5 — 
Acid Sequence Disclosures. See, for example, instant specification page 23, line 7. Note 
that the lengthy specification has not been checked to the extent necessary to determine if 
the above is inclusive of all sequences therein. Applicant's cooperation is requested in 
placing all sequences in the specification in compliance. 

Claim Rejections - 35 USC § 112 

5. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and 
process of making and using it, in such full, clear, concise, and exact terms as to enable any person 
skilled in the art to which it pertains, or with which it is most nearly connected, to make and use 
the same and shall set forth the best mode contemplated by the inventor of carrying out his 
invention. 

6. Claims 18-27 are rejected under 35 U.S.C. 1 12, first paragraph, as containing 
subject matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, had possession of the claimed invention. This is a vmtten 
description rejection. 

To satisfy the written description requirement, an applicant must convey 
with reasonable clarity to those skilled in the art that, as of the filing date sought, 
he or she was in possession of the invention. Applicant's claims are directed to 
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(1) a "method of reducing degradation" (claim 18) and (2) a "method for 
fabricating an oligonucleotide array" (claim 23). 

With respect to the "method of reducing degradation" (claim-i:8)7tii^re~are- 
a large number of different methods of degradation that would be encompassed by 
the claim. No limitation on the type of degradation is provided in the claims. 
With respect to the "method for fabricating an oligonucleotide array" (claim 23), 
there are a large number of different methods of fabrication that would be 
encompassed by the claim. No limitation on the type of fabrication is provided in 
the claims. 

The present application fails to describe sufficient examples of "reducing 
degradation" and "fabricating an oligonucleotide array" that are within the scope 
of the presently claimed invention. The instant description discloses only 
reducing degradation that is caused by the presence of ozone and 
photolithographic fabrication. Thus applicant's claimed scope merely represents 
an invitation to experiment regarding other possible methods of "reducing 
degradation" and "fabricating an oligonucleotide array". 

Note that adequate disclosure, like enablement, requires representative 
examples which provide reasonable assurance to one skilled in the art that the 
compounds falling within the scope both possess the alleged utility and 
additionally demonstrate that applicant had possession of the full scope of the 
claimed invention. See In re Riat (CCPA 1964) 327 F2d 685, 140 USPQ 471; In 
re Barr (CCPA 1971) 444 F 2d 349, 151 USPQ 724 (for enablement) and 
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University of California v. Eli Lilly and Co. (U.S. Court of Appeals Federal 
Circuit (CAFC) 43 USPQ2d 1398 7/22/1997 Decided July 22, 1997; No. 96- 

H^)-(fbr-disclosure)Hi^Triorenmpred^^ 

required (e.g. by "representative examples") for both enablement and adequate 
disclosure. 

A representative number of examples means that the species that are 
adequately described are representative of the entire genus. When there is 
substantial variation within the genus, one must describe a sufficient variety of 
species to reflect the variation within the genus. It is deemed that the instant 
specification lacks adequate support relating to the genus of methods of "reducing 
degradation" and "fabricating an oligonucleotide array". It is neither 
representative of the claimed genus, nor does it represent a substantial portion of 
the claimed genus. Moreover, the claimed genus encompasses members which 
are yet to be envisioned in the context of the claimed invention. This further 
evidences that instant disclosure does not constitute support for the claimed genus 
or a substantial portion thereof 

Claim Rejections - 35 USC § 112 
7. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 
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8. Claims 18-27 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicantTegards as theinventiDn: 

A. Claims 18-22 recite a "method of reducing degradation". However, the type 
of degradation that is reduced by the method is not set forth. Therefore the 
method is unclear as to applicant's intent as it is not evident how any type of 
degradation besides that which is caused by the presence of ozone could be 
reduced. Note that if the scope of the invention sought to be patented cannot 
be determined fi-om the language of the claims with a reasonable degree of 
certainty, a rejection of the claims under 35 U.S.C. 1 12, second paragraph is 
appropriate. In re Wiggins, 488 F.2d 538, 179 USPQ 421 (CCPA 1973). 

B. Claim 1 8 lacks clear antecedent basis for the term "manufacturing" in the last 
phrase of the claim. The process of the claim is referred to as a fabrication 
process, not a manufacturing process. 

C. Claims 23-27 are incomplete and thus are indefinite. The claims recite a 
"method for fabricating an oligonucleotide array"; however no fabrication 
steps are set forth whatsoever. That is, the claims are incomplete for omitting 
essential steps, such omission amounting to a gap between the steps. See 
MPEP§ 2172.01. 

D. Moreover, claims 23-27 are confusing. The method of claim 23 is recited to 
be a method for fabricating an oligonucleotide array, but contains only one 
step: "maintaining said array in an ozone depleted atmosphere". It is 
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completely unclear how "maintaining said array in an ozone depleted 



atmosphere" has anything to do with fabricating an oligonucleotide array. 



Status of Claims/Conclusion 



9. No claims are allowed. However, it is noted for the record that claims 18-22 
would be allowable if the claims were (1) rewritten or amended to overcome the 
rejection(s) under 35 U.S.C. 1 12, second paragraph set forth in this Office action and (2) 
limited to reducing degradation that is caused by the presence of ozone. 

10. Any inquiry concerning this communication or earlier communications fi*om the 
examiner should be directed to Maurie Garcia Baker, Ph.D. whose telephone number is 
(703) 308-0065. The examiner is on an increased flextime schedule but can normally be 
reached on Monday-Thursday and alternate Fridays from 9:30 to 7:00. 

11. If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Andrew J. Wang, can be reached at (703) 306-3217. The fax phone number 
for the organization where this application or proceeding is assigned is (703) 872-9306. 
Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the receptionist whose telephone number is (703) 308-0196. 



Maurie Garcia Baker, Ph.D. 
September 20, 2003 




MAURIE GARCIA BAKER PH.D 
nHyMRYEXAMMa 



Application No.: 09/779.389 
NOTICE TO COMPLY WITH REQUIREMENTS FOR PATENT APPLICATIONS CONTAINING 
NUCLEOTIDE SEQUENCE AND/OR AMINO ACID SEQUENCE DISCLOSURES 

The nucleotide and/or amino acid sequence disclosure contained in this application does not 
comply with the requirements for such a disclosure as set forth in 37 C.F.R. 1 .821 - 1 .825 for the 
following reason(s): 

1 . This application clearly fails to comply with the requirements of 37 C.F.R. 1 .821-1 .825. Applicant's 
DTils-directecnonhesiBTegutatronsTT^ 15, 1990 and at 55 FR 

18230, May 1, 1990. 



□ 



2. This application does not contain, as a separate part of the disclosure on paper copy, a "Sequence 
Listing" as required by 37 C.F.R. 1.821(c). 

3. A copy of the "Sequence Listing" in computer readable form has not been submitted as required by 
37 C.F.R. 1.821(e). 

4. A copy of the "Sequence Listing" in computer readable form has been submitted. However, the 
content of the computer readable form does not comply with the requirements of 37 C.F.R. 1 .822 
and/or 1 .823, as indicated on the attached copy of the marked -up "Raw Sequence Listing." 



□ 5. The computer readable form that has been filed with this application has been found to be damaged 
and/or unreadable as indicated on the attached CRF Diskette Problem Report. A Substitute 
computer readable form must be submitted as required by 37 C.F.R. 1 .825(d). 

□ 6. The paper copy of the "Sequence Listing" is not the same as the computer readable from of the 
"Sequence Listing" as required by 37 C.F.R. 1.821(e). 



Q 7. Other: 

Applicant Must Provide: 

An initial or substitute computer readable form (CRF) copy of the "Sequence Listing". 

An initial or substitute paper copy of the "Sequence Listing", as well as an amendment directing its entry 
into the specification. 

BA statement that the content of the paper and computer readable copies are the same and, where 
applicable, include no new matter, as required by 37 C.F.R. 1.821(e) or 1.821(f) or 1.821(g) or 
1.825(b) or 1.825(d). 



For questions regarding compliance to these requirements, please contact: 

For Rules Interpretation, call (703) 308-4216 

For CRF Submission Help, call (703) 308-4212 

Patentin Software Program Support (SIRA) 

Technical Assistance 703-287-0200 

To Purchase Patentin Software 703-306-2600 



PLEASE RETURN A COPY OF THIS NOTICE WITH YOUR RESPONSE 
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A reply to a notice to comply with the sequence rules should NOT be sent to the 20231 zip code 
address for the United States Patent and Trademark Office. 



Please direct all replies to the United States Patent and Trademark Office via one (1 ) of the 
following: 

1. Electronically submitted through EFS-Bio 

(< <http://www.uspto.gov/ebc/efs/downloads/documents.htm> >. EFS 
Submission User Manual - ePAVE) 



2. Mailed to: 

U.S. Patent and Trademark Office 
Box Sequence, P.O. Box 2327 
Arh'ngton, VA 22202 



3. Mailed by Federal Express, United Parcel Service or other delivery service to: 

U, S. Patent and Trademark Office 

2011 South Clark Place 

Customer Window, Box Sequence 

Crystal Plaza Two, Lobby, Room 1B03 

Arlington, Virginia 22202 



4. Hand Carried directly to the Customer Window at: 
2011 South Clark Place 

Crystal Plaza Two, Lobby, Room 1B03, Box Sequence, 
Arlington, Virginia 22202 



